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Device Study Application

	Section (A) General Information


	Principal Investigator:
	     
	Protocol No.:
	     

	
	

	Protocol Title:
	     

	Device Name:
	     

	Sponsor:
	     

	Address:
	     

	PI Mailing Address:
	     

	State: 
	  
	Zip:
	     

	Business Phone:
	(General office hours)
	24 Hour Phone:
	(As listed in informed consent)

	
	(   )   -    
	
	(   )   -    

	Fax:
	(   )   -    
	E-mail:
	     

	

	Section (B) Device Information 

	 Please check the appropriate box(s)

	 FORMCHECKBOX 

	The device is FDA approved for the indication used in this study. 

	 FORMCHECKBOX 

	Proof of 510 K clearance or PMA determination from the FDA (Attach a copy of a FDA generated letter)

	 FORMCHECKBOX 

	Humanitarian Use Device (HUD) / Humanitarian Device Exemption (HDE)

	 FORMCHECKBOX 

	FDA HDE #         and Date:      

	
	*Please refer to Guidance for Humanitarian Device Exemption Review for additional documentation required for HDE review or contact the IRB.

	
	

	
	

	
	If the device is not FDA approved, please check the appropriate box:

	
	 FORMCHECKBOX 

	Proof of a FDA initiated IDE number
	                
	

	
	Or
	(Please provide your IDE number or attach a FDA generated letter confirming that you have applied for an IDE)

	
	 FORMCHECKBOX 

	Letter from the Sponsor stating why the device study is classified as Non Significant Risk in accordance with 21 CFR 812.3(m)

	
	If the device is exempt from IDE / FDA regulations, please check the appropriate box:

	
	 FORMCHECKBOX 

	The device is exempt because it is being used for the sole intent “to practice medicine”

	
	 FORMCHECKBOX 

	It is a low risk device that meets FDA exemption from premarket review

	
	 FORMCHECKBOX 

	The device meets FDA requirements for emergency use 

	
	 FORMCHECKBOX 

	It is an In Vitro Diagnostic Device  (IVD) Study and meets the following requirements:

	
	
	The testing is non-invasive; does not require invasive sampling presenting significant risk; does not introduce energy into a subject; and is not used as a diagnostic procedure without confirmation of the diagnosis by another medically established diagnostic device or procedure.

	Section (C) Additional Considerations 

	Please make a check mark in each box that applies to your study.

	 FORMCHECKBOX 

	The device will involve the use of ionizing radiation or isotopes.

	 FORMCHECKBOX 

	The subject may undergo a procedure that would cause potential injury.
	

	 FORMCHECKBOX 

	The sponsor will be charging for the device in the amount of 
	     

	 FORMCHECKBOX 

	The investigator will be charging for the device in the amount of
	     

	

	Section (D) Information for the IRB to Review 

	Please use this checklist to show that the corresponding information is attached to this application. 

	 FORMCHECKBOX 

	A written protocol that includes a statement of the name, purpose and intended use of the device along with objectives and duration of the investigation. 

	 FORMCHECKBOX 

	Risk analysis of all subjects including number, age, sex, health condition with a description and analysis of all the increased risks and the manner in which their risks will be minimized

	 FORMCHECKBOX 

	Description of the device that includes important components, ingredient, properties and principles of the operating the device and copies of all applicable labeling.

	 FORMCHECKBOX 

	Written procedures for monitoring the device and its safe use.

	 FORMCHECKBOX 

	Copy of the informed consent document (disk or electronic)

	 FORMCHECKBOX 

	Names of other institutions, which may take a part in the investigation as well as IRB information from all IRB’s that, have been or will be asked to review the study.

	 FORMCHECKBOX 

	Additional written reports on prior investigations conducted with the device.

	
	

	
	     
	
	     

	
	Name of Person Completing the Form                                                                        
	
	Date

	
	

	
	     
	

	
	Signature of Person Completing the Form

	
	

	
	

	Section (E) Investigator Statement of Agreement with Biomed IRB 

	

	As the principal investigator, I agree to uphold ethical standards and practices in research, conduct research in accordance with applicable State and Federal regulations, and requirements of BioMed IRB as follows:

	

	· Conduct this study according to the approved protocol and in accordance with Parts 50, 56 and 812 and any additional conditions imposed by the IRB or FDA.

	· Assure there is written IRB approval prior to initiating or making any changes in the research except when necessary to eliminate apparent and immediate hazards to human subjects.

	· Submit all recruitment materials to the IRB for approval prior to use.

	· Assure that my designee or I use only the IRB approved informed consent form and allow subjects sufficient time to consider their participation in this study.

	· Submit continuing review report forms and any other requests from the IRB in a timely manner.

	· Report significant Protocol Deviation/Violations and Safety Reports promptly to the IRB

	· Report Serious Adverse Effects and unanticipated problems involving risk to subjects or others that occur at your site within 10 calendar days.

	· Notify the IRB in writing when a study has closed.

	· Agree to protect the rights, safety and welfare of the subjects to the best of my ability.

	· Understand that BioMed IRB has the right to conduct a site visit anytime with proper notification.

	· Inform the IRB when any negative information concerning the product/protocol occurs.

	· Inform the IRB when the study poses a significant risk and therefore requires an IDE for FDA submission, identification of significant risks that would require modifications to the protocol for protection of the subject.

	· Disclose to other IRBs any unfavorable decision as well as positive decisions.

	· Supervise all testing of the device involving human subjects.

	

	I declare that the aforementioned information is true. I, the principal investigator, further request BioMed IRB to review the information submitted. I understand that BioMed IRB accepts responsibility for providing IRB oversight of this research in accordance with applicable regulations for the protection of human subjects.

Your signature on this form indicates you have reviewed the information contained and attest that it is true and accurate.



	     
	
	

	Printed Name of Investigator (Print)
	
	

	
	
	     

	Signature of Investigator Signature
	
	Date
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